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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: UKRAINE
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Ministry of Health of Ukraine

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [X], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Medicines

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Order of the Ministry of Health of Ukraine No. 1613 "On Approval of Amendments to Certain Regulatory Acts of the Ministry of Health of Ukraine" of 24 October 2025; (14 page(s), in Ukrainian)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2025/TBT/UKR/25_09154_00_x.pdf
https://zakon.rada.gov.ua/laws/show/z1649-25#Text
Ministry of Economy, Environment and Agriculture of Ukraine
Department for Trade Agreements
12/2 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 596 6839
Email: ep@me.gov.ua
Website: https://www.me.gov.ua

	6.
	Description of content: This Order has been developed pursuant to clause 4 of the Section II of the Law of Ukraine No. 4239 of 12 February 2025 "On Amendments to Certain Laws of Ukraine Regarding the Peculiarities of State Registration of Medicines That Can Be Purchased by an Entity Authorized to Carry Out Procurement in the Healthcare Sector and on the Regulation of Certain Issues Related to the Sale of Medicines" and aims to improve the conditions for functioning of the national healthcare procurement system financed from the state budget and to ensure the consistency of the acts of the Ministry of Health with the legislation of Ukraine.
The proposed amendments are intended to address practical issues related to the state registration of medicines through simplified procedures, facilitate expanded access of patients to new medicines eligible for procurement by the State Enterprise "Medical Procurement of Ukraine" using state budget funds within the framework of healthcare programmes and centralized public health measures, and establish the legal conditions necessary to ensure the availability in Ukraine and the continuity of use of such medicines.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Prevention of deceptive practices and consumer protection; Protection of human health or safety; Reducing trade barriers and facilitating trade

	8.
	Relevant documents: 
Law of Ukraine No. 123/96-BР of 04 April 1996 "On Medicines" (as amended);
Law of Ukraine No. 4239 of 12 February 2025 "On Amendments to Certain Laws of Ukraine Regarding the Peculiarities of State Registration of Medicines That Can Be Purchased by an Entity Authorized to Carry Out Procurement in the Healthcare Sector and on the Regulation of Certain Issues Related to the Sale of Medicines";
Resolution of the Cabinet of Ministers of Ukraine No. 376 of 26 May 2005 "On Approval of the Procedure for State Registration (Reregistration) of Medicines and Fees for Their State Registration (Reregistration)"
Relevant notifications:
· G/TBT/N/UKR/337/Rev.1/Add.1
· G/TBT/N/UKR/360
· G/TBT/N/UKR/328/Add.1
· G/TBT/N/UKR/316/Add.1
· G/TBT/N/UKR/300
· G/TBT/N/UKR/318

	9.
	Proposed date of adoption: 24 October 2025
Proposed date of entry into force: 9 December 2025

	10.
	Provision of comments
Final date for comments: 21 January 2026 (30 days from notification)
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Ministry of Economy, Environment and Agriculture of Ukraine
Department for Trade Agreements
12/2 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 596 6839
Email: ep@me.gov.ua
Website: https://www.me.gov.ua
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